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INSTITUTIONAL REVIEW BOARD
Continuing Review/Termination Report

Federal regulations require that continuing reviews of all non-exempt activities be conducted at least annually. Therefore, this form must be completed before the expiration date of your project. If this study has been/will be terminated, or will not be done, it is still required that you complete this form.  

Protocol #:      
ORIGINAL Approval Date:      
Last Approval Date:       (for projects more than 2 years active)
Principal Investigator:       
Project Title:      

Please answer the following questions for the research identified above since your last IRB approval date.

1.
Is this research project still ongoing?  FORMCHECKBOX 
Yes    FORMCHECKBOX 
No      


Is this research project being terminated?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No 


If yes, indicate status:   FORMCHECKBOX 
project terminated,  FORMCHECKBOX 
 project withdrawn,  FORMCHECKBOX 
other (please explain): 
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Please enter termination date:      /     /     
2.
Have you performed any research involving human beings during this period?  FORMCHECKBOX 
Yes    FORMCHECKBOX 
No      

3.
How many subjects were enrolled?      
4.
Were any complications or adverse reactions encountered as a result of subject participation in this project?   


 FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No      


Total number of subjects experiencing complications or adverse effects:      


If any, on a separate sheet, identify the subjects by age and gender and describe the circumstances of these events, including onset, course, and outcome.

5.
How many subjects have withdrawn from this study?      
If any, upload a separate sheet, identify the subjects by age and gender and describe the reasons their withdrawal.

6.
How many subjects have completed the study?      
7.
Has the research project changed in any way other than as it was last submitted?  FORMCHECKBOX 
Yes    FORMCHECKBOX 
No      

If yes, describe these changes on a separate sheet, including any changes in investigators, co-investigators, protocol amendments, etc. Include a copy of the updated Institutional Review Board Approval from outside institutions, if applicable.

8.
Is there any additional or new information, unanticipated risks, or research findings which may relate to a subject's willingness to continue to participate?  FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No      

If yes, describe this information on a separate sheet and upload.  If yes, please upload a proposed new consent form clearly identifying any changes.

9. Provide a brief summary of your research results obtained thus far.  

10. Has there been any change in the financial interests of anyone participating in the design, conduct, or reporting  of this research that would affect the conflict of interest statement for this project since the last report? If yes, please explain. 
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11. Please provide the names and e-mail addresses of the current co-investigators on this project.
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**If you have revised your consent form since your last approval, please upload the new version of your consent form for approval.


12. Authorizations

This document MUST be electronically signed by the Principal Investigator AND the Faculty Advisor/Sponsor (where applicable).


BY SIGNING THIS DOCUMENT, THE INVESTIGATOR AGREES:

1. That no participants will be recruited or entered under the protocol until the Investigator has received the final approval or exemption letter from the IRB.

2. That no participants will be recruited until all key personnel have completed their training requirement.  

3. That any modifications of the protocol or consent form will not be initiated without prior written approval from the IRB, except when necessary to eliminate immediate hazards to the participants.

4. That any deviation from the protocol and/or consent form, adverse events that are serious, unexpected and related to the study or a death occurring during the study will be reported promptly to the IRB.


Serious events should be reported within 24 hours to Dr. Rodney Wigent at both his phone (office: 215- 
596-8974, home: 610 541-0559) and email (r.wigent@usp.edu). Non-serious events should be reported to 
the IRB administrator (k.logan@usp.edu , 215-596-7490) 

5. That all participants will be recruited and consented as stated in the approved or exempted protocol. 

6. If written consent is required, all participants will be consented by signing a copy of the consent form that has a non-expired IRB approval stamp.

FOR STUDENT PROPOSALS ONLY

**Faculty Advisor MUST electronically sign this form**


BY SIGNING THIS DOCUMENT, THE FACULTY ADVISOR AGREES:

1. To assume overall responsibility for the conduct of this investigator.

2. To work with the investigator, and the IRB, as needed, in maintaining compliance with this agreement.

3. That the Principal Investigator is qualified to perform this study.

The Institutional Review Board reserves the right to terminate this study at any time if, in its opinion, (1) the risks of further experimentation are prohibitive, or (2) the above agreement is breached. 
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